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Freedom of Information request. Written 
requests are to be sent to Division of 
Freedom of Information (HFI-35), Office 
of Management Programs, Food and 
Drug Administration, 5600 Fishers 
Lane, rm. 6-30, Rockville, MD 20857. 

Dated: June 17, 2011. 
Leslie Kux, 

Acting Assistant Commissioner for Policy. 
|FR Doc. 2011-15601 Filed 6-21-11; 8:45 am] 
BILLING CODE 41 60-01 -P 



DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Food and Drug Administration 
[Docket No. FDA-2011-N-0002] 

Circulatory System Devices Panel of 
the Medical Devices Advisory 
Committee; Notice of Meeting 

AGENCY: Food and Drug Administration, 
HHS. 

ACTION: Notice. j 

This notice announces a forthcoming 
meeting of a public advisory committee 
of the Food and Drug Administration 
(FDA). The meeting will be open to the 
public. t 

Name of Committee: Circulatory 
System Devices Panel of the Medical 
Devices Advisory Committee. 

General Function of the Committee: 
To provide advice and 
recommendations to the Agency on 
FDA's regulatory issues. 

Date and Time: The meeting will be 
held on July 20 and 21, 2011, from 
8 a.m. to 6 p.m. 

Location: Hilton Washington DC 
North/Gaithersburg, 620 Perry Pkwy., 
Gaithersburg, MD 20877. 

Contact Person: James Swink, Center 
for Devices and Radiological Health, 
Food and Drug Administration, 10903 
New Hampshire Ave., Bldg. 66, rm. 
1609, Silver Spring, MD 20993-0002, 
301-796-6313, or FDA Advisory 
Committee Information Line, 1-800- 
741-8138 (301-443-0572 in the 
Washington, DC area), and follow the 
prompts to the desired center or product 
area. Please call the Information Line for 
up-to-date information on this meeting. 
A notice in the Federal Register about 
last minute modifications that impact a 
previously announced advisory 
committee meeting cannot always be 
published quickly enough to provide 
timely notice. Therefore, you should 
always check the Agency's Web site and 
call the appropriate advisory committee 
hot line/phone line to learn about 
possible modifications before coming to 
the meeting. 



Agenda: On July 20, 2011, the 
committee will discuss, make 
recommendations, and vote on 
information related to the premarket 
approval application for the Edwards 
SAPIEN Transcatheter Heart Valve 
sponsored by Edwards Lifesciences. The 
Edwards SAPIEN™ Transcatheter Heart 
Valve, model 9000TFX, sizes 23 
millimeters (mm) and 26 mm and 
accessories implant system consists of 
the following: 

• The Edwards SAPIEN Transcatheter 
Heart Valve consists of a heterologous 
(bovine) pericardium leaflet valve 
sutured within a stainless steel mesh 
frame, with a polyester skirt; It is offered 
in 2 sizes, a 23 mm and a 26 mm. 

• The RetroFlex 3 Delivery System is 
used to advance the bioprosthesis 
through the RetroFlex sheath over a 
guidewire and to track the bioprosthesis 
over the aortic arch and for crossing and 
positioning in the native valve. The 
delivery system also comes with a 
sheath, introducer, loader, dilator, 
balloon (used to pre-dilate the native 
annulus) and a crimper. 

On July 21, 2011, the committee will 
discuss, make recommendations, and 
vote on information related to the 
humanitarian device exemption for the 
Berlin Heart EXCOR Pediatric 
Ventricular Assist Device (VAD) 
sponsored by Berlin Heart, Inc. The . 
Berlin Heart EXCOR Pediatric VAD 
device is a pneumatically-driven 
extracorporeal ventricular assist device, 
It is designed to provide bridge-to- 
transplant mechanical support to the 
heart. The system consists of one or two 
extracorporeal blood pumps 
(univentricular or biventricular 
support), cannulae for the connection of 
the blood pumps to the atria and great 
arteries, and the IKUS Stationary 
Driving Unit (electro-pneumatic driving 
system). 

FDA intends to make background 
material available to the public no later 
than 2 business days before the meeting. 
If FDA is unable to post the background 
material on its Web site prior to the 
meeting, the background material will 
be made publicly available at the 
location of the advisory committee 
meeting, and the background material 
will be posted on FDA's Web site after 
the meeting. Background material is 
available at http://www.fda.gov/ 
AdvisoryCommittees /Calendar/ 
default.htm. Scroll down to the 
appropriate advisory committee link. 

Procedure: Interested persons may 
present data, information, or views, 
orally or in writing, on issues pending 
before the committee. Written 
submissions may be made to the contact 
person on or before July 14, 2011. Oral 



presentations from the public will be 
scheduled between approximately 
1 p.m. and 2 p.m. on both days. Those 
individuals interested in making formal 
oral presentations should notify the 
contact person and submit a brief 
statement of the general nature of the 
evidence or arguments they wish to 
present, the names and addresses of 
proposed participants, and an 
indication of the approximate time 
requested to make their presentation on 
or before July 6, 2011. Time allotted for 
each presentation may be limited. If the 
number of registrants requesting to 
speak is greater than can be reasonably 
accommodated during the scheduled 
open public hearing session, FDA may 
conduct a lottery to determine the 
speakers for the scheduled open public 
hearing session, The contact person will 
notify interested persons regarding their 
request to speak by July 8, 2011. 

Persons attending FDA's advisory 
committee meetings are advised that the 
Agency is not responsible for providing 
access to electrical outlets. 

FDA welcomes the attendance of the 
public at its advisory committee 
meetings and will make every effort to 
accommodate persons with physical 
disabilities or special needs. If you 
require special accommodations due to 
a disability, please contact AnnMarie 
Williams, Conference Management 
Staff, at 301-796-5966, at least 7 days 
in advance of the meeting. 

FDA is committed to the orderly 
conduct of its advisory committee 
meetings. Please visit our Web site at 
h ttp ://www.fda .gov/ A d visory 
Committees/ A bout Ad visoryCommittees/ 
ucmlll462.htm for procedures on 
public conduct during advisory 
committee meetings. 

Notice of this meeting is given under 
the Federal Advisory Committee Act (5 
U.S.C. app. 2). 

Dated: June 15, 2011. 
Jill Hartzler Warner, 

Acting Associate Commissioner for Special 
Medical Programs. 

[FR Doc. 2011-15539 Filed 6-21-11; 8:45 am] 
BILLING CODE 41 60-01 -P 
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ACTION: Notice. 

SUMMARY: The Food and Drug 
Administration (FDA) has determined 
the regulatory review period for 
METVIXIA and is publishing this notice 
of that determination as required by 
law. FDA has made the determination 
because of the submission of an 
application to the Director of Patents 
and Trademarks, Department of 
Commerce, for the extension of a patent 
which claims that human drug product. 
ADDRESSES: Submit electronic 
comments to http:// 
www. regulations, gov. Submit written 
petitions along with three copies and 
written comments to the Division of 
Dockets Management (HFA-305), Food 
and Drug Administration, 5630 Fishers 
Lane, rm. 1061, Rockville, MD 20852. 
FOR FURTHER INFORMATION CONTACT: 
Beverly Friedman, Office of Regulatory 
Policy, Food and Drug Administration, 
10903 New Hampshire Ave., Bldg. 51, 
rm. 6222, Silver Spring, MD 20993- 
0002, 301-796-3602. 
SUPPLEMENTARY INFORMATION: The Drug 
Price Competition and Patent Term 
Restoration Act of 1984 (Pub. L. 98^17) 
and the Generic Animal Drug and Patent 
Term Restoration Act (Pub. L. 100-670) 
generally provide that a patent may be 
extended for a period of up to 5 years 
so long as the patented item (human 
drug product, animal drug product, 
medical device, food additive, or color 
additive) was subject to regulatory 
review by FDA before the item was 
marketed. Under these acts, a product's 
regulatory review period forms the basis 
for determining the amount of extension 
an applicant may receive. 

A regulatory review period consists of 
two periods of time: A testing phase and 
an approval phase. For human drug 
products, the testing phase begins when 
the exemption to permit the clinical 
investigations of the drug becomes 
effective and runs until the approval 
phase begins. The approval phase starts 
with the initial submission of an 
application to market the human drug 
product and continues until FDA grants 
permission to market the drug product. 
Although only a portion of a regulatory 
review period may count toward the 
actual amount of extension that the 
Director of Patents and Trademarks may 
award (for example, half the testing 
phase must be subtracted as well as any 
time that may have occurred before the 
patent was issued), FDA's determination 
of the length of a regulatory review 
period for a human drug product will 
include all of the testing phase and 
approval phase as specified in 35 U.S.C. 
156(g)(1)(B). 



FDA approved for marketing the 
human drug product METVIXIA 
(Methyl aminolevulinate 
hydrochloride). METVIXIA is indicated 
for treatment of thin and moderately 
thick, non-hyperkeratotic, non- 
pigmented actinic keratoses of the face 
and scalp in immunocompetent patients 
when used in conjunction with lesion 
preparation in the physician's office 
when other therapies are considered 
medically less appropriate. Subsequent 
to this approval, the Patent and 
Trademark Office received a patent term 
restoration application for METVIXIA 
(U.S. Patent No. 6,034,267) from 
PhotoCure ASA, and the Patent and 
Trademark Office requested FDA's 
assistance in determining this patent's 
eligibility for patent term restoration 
and that FDA determine the product's 
regulatory review period. In a letter 
dated May 25, 2011, FDA advised the 
Patent and Trademark Office that this 
human drug product had undergone a 
regulatory review period and that the 
approval of METVIXIA represented the 
first permitted commercial marketing or 
use of the product. 

FDA has determined that the 
applicable regulatory review period for 
METVIXIA is 1,695 days. Of this time, 
659 days occurred during the testing 
phase of the regulatory review period, 
while 1,036 days occurred during the 
approval phase. These periods of time 
were derived from the following dates: 

1. The date an exemption under 
section 505(i) of the Federal Food, Drug, 
and Cosmetic Act (the FD&C Act) (21 
U.S.C. 355(i)) became effective: 
December 8, 1999. The applicant claims 
February 24, 2000, as the date the 
investigational new drug application 
(IND) became effective. However, FDA 
records indicate that the testing phase 
began when an earlier IND became 
effective on December 8, 1999, which 
was 30 days after FDA receipt of the 
earlier IND. 

2. The date the application was 
initially submitted with respect to the 
human drug product under section 
505(b) of the FD&CAct: September 26, 
2001. FDA has verified the applicant's 
claim that the new drug application 
(NDA) for METVIXIA (NDA 21-415) 
was submitted on September 26, 2001. 

3. The date the application was 
approved: July 27, 2004. FDA has 
verified the applicant's claim that NDA 
21-415 was approved on July 27, 2004. 

This determination of the regulatory 
review period establishes the maximum 
potential length of a patent extension. 
However, the U.S. Patent and 
Trademark Office applies several 
statutory limitations in its calculations 
of the actual period for patent extension. 



In its application for patent extension, 
this applicant seeks 871 days of patent 
term extension. 

Anyone with knowledge that any of 
the dates as published are incorrect may 
submit to the Division of Dockets 
Management (see ADDRESSES) either 
electronic or written comments and ask 
for a redetermination by August 22, 
2011. Furthermore, any interested 
person may petition FDA for a 
determination regarding whether the 
applicant for extension acted with due 
diligence during the regulatory review 
period by December 19, 2011. To meet 
its burden, the petition must contain 
sufficient facts to merit an FDA 
investigation. (See H. Rept. 857, part 1, 
98th Cong., 2d sess., pp. 41-42, 1984.) 
Petitions should be in the format 
specified in 21 CFR 10.30. 

Interested persons may submit to the 
Division of Dockets Management (see 
ADDRESSES) electronic or written 
comments and written petitions. It is 
only necessary to send one set of 
comments. It is no longer necessary to 
send three copies of mailed comments. 
However, if you submit a written 
petition, you must submit three copies 
of the petition. Identify comments with 
the docket number found in brackets in 
the heading of this document. 

Comments and petitions that have not 
been made publicly available on 
http://www.regulations.gov may be 
viewed in the Division of Dockets 
Management between 9 a.m. and 4 p.m., 
Monday through Friday. 

Dated: May 25, 2011. 
Jane A. Axelrad, 

Associate Director for Policy, Center for Drug 
Evaluation and Research. 
[FR Doc. 2011-15625 Filed 6-21-11; 8:45 am] 
BILUNG CODE 41 60-01 -P 
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ACTION: Notice. 

SUMMARY: The inventions listed below 
are owned by an agency of the U.S. 
Government and are available for 
licensing in the U.S. in accordance with 
35 U.S.C. 207 to achieve expeditious 
commercialization of results of 
federally-funded research and 
development. Foreign patent 
applications are filed on selected 
inventions to extend market coverage 



